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[Abstract] Objective To systematically analyze the common quality issues in the whole process management of Investi-
gator-Initiated Trials (IIT) and propose practical, systematic quality control strategies to improve the overall quality of IIT.
Methods Based on the policy of Measures for the Administration of Investigator-Initiated Clinical Trials Conducted By
Medical and Health Institutions . combined with relevant domestic and international literature and the management experience
of multiple medical institutions, this study analyzed the quality control inspection data of 95 interventional IIT projects carried
out in Beijing Chao-Yang Hospital during 2024-2025, comprehensively sorted out and conducts root cause analysis on the man-
agement problems in each link from the three stages of study design, implementation and conclusion. Results During the study
design phase, primary problems included insufficient scientific rigor in protocols, such as inadequate randomization procedures,
unreasonable sample size calculation, poorly defined or clinically irrelevant endpoint indicators, and insufficient feasibility as-
sessment. In the implementation phase, common issues encompassed subject protection, procedural compliance and data and
risk management. During the conclusion phase, problems mainly involved disorganized documentation management and inade-
quate adherence to the statistical analysis plan. Conclusions Improving IIT quality requires establishing a risk-based quality
control system that permeates the entire research process. Medical institutions should implement measures including a collabo-
rative scientific and ethical review mechanism, promote standardized and information-driven dynamic risk monitoring. strength-
en standardized documentation and statistical analysis assurance, and provide systematic research competency training for inves-
tigators. These efforts aim to shift the management model from "posthoc correction" to "comprehensive, refined, and proac-
tive" governance. Future work should focus on deeper integration of quality control with intelligent information tools to build a
sustainable ecosystem for clinical research quality governance, thereby safeguarding subject rights and ensuring the generation
of high-quality evidence.
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